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DETAILED ACTION 

Claim Objections 

Claims 15 and 20 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claim 1 is drawn 
to an empty capsid consisting of IBDV proteins pVP2 and VP3. Claim 13 is drawn to a 
composition comprising the empty capsid of claim 1 . Claim 1 5 states that the 
composition is a gene therapy vector. If the capsid is empty, it does not contain a 
nucleic acid and cannot be a gene therapy vector. If the capsid contains a nucleic acid, 
it is outside the scope of the parent claims. 

Claim 20 recites "the first and second polynucleotides are on the same or 
different nucleic acids." This is the same scope as parent claim 4, as there are no other 
possibilities for where to put two polynucleotide sequences. 

Applicant is advised that should claim 14 be found allowable, claims 16 and 17 
will be objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When 
two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). Claim 14 is drawn to a vaccine against avian IBDV comprising 
the empty capsids of claim 1 . Claim 16 recites a vaccine comprising a therapeutically 
effective amount of the empty capsids of claim 1 . Claim 17 recites a vaccine capable of 
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protecting birds from IBDV. However, these claims are identical in scope, because an 
IBDV capsid composition would not be a vaccine if it was not capable of protecting birds 
from IBDV, or if it contained an ineffective amount. Therefore, despite the different 
wording, the claims cover the same 

Claim Rejections - 35 USC §112 

Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 21 is confusing in reciting "a heterologous replication 
origin." Heterologous with respect to what? All of the expression systems recited in 
claim 5 necessarily involve replication origins that are heterologous with respect to the 
expressed IBDV sequences, with the possible exception of IBDV virus itself. 

Claim 15 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
This claim is drawn to a gene therapy vector. First, the specification does not teach any 
method of packaging nucleic acids into a pVP2+VP3 particle, and it does not appear to 
be common knowledge in the art how to incorporate nucleic acids into such a particle. 
Therefore, it is concluded that undue experimentation would be required to make the 
claimed composition. Second, neither the specification nor the prior art teach 
appropriate avian diseases to treat by gene therapy, or any ability of IBDV particles to 
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infect nonavian hosts. Therefore, undue experimentation would be required to use the 
composition for gene therapy, as claimed. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10, 13, 14, 16-18, 20-25 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Ona et al (Virology 322:135-142, 2004; in IDS). Ona teaches 
coexpression of pVP2 and VP3 to form virus-like particles in a baculovirus vector 
system, thereby clearly meeting the limitations of claims 1-10 and 20-24. Since the 
compositions of claims 13, 14, 16-18 specify only one component, the reference meets 
the limitations of these claims by disclosing compositions containing the component. 
Since the compositions comprise water, which is a pharmaceutically acceptable vehicle, 
they meet the limitation of claim 25 as well. 

Applicant cannot rely upon the foreign priority papers to overcome this rejection 
because a translation of said papers has not been made of record in accordance with 
37CFR1.55. See MPEP § 201.15. 

Claims 2-8, 20, 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chevalier et al (Journal of Virology 76:2384-2392, 2002; in IDS). The reference 
discloses an expression system which comprises pVP2 and VP3 open reading frames. 
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See for example figure 4B. Since these claims use the open term "comprising", they 
read upon nucleic acids which also include additional sequence, such as VP4 and 
EGFP coding sequence. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ona et 
al (Virology 322:135-142, 2004). This claim differs from Ona in that it requires a yeast 
host cell, and Ona teaches a baculovirus host cell. However, yeast cells are well known 
as an alternative host for expressing eukaryotic proteins, and use of such a well-known 
alternative is seen as an obvious variation, absent unexpected results. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary E. Mosher whose telephone number is 571-272- 
0906. The examiner can normally be reached on varying dates and times; please leave 
a message. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms can be reached on 571-272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Mary E Mosher/ 

Primary Examiner, Art Unit 1648 

9/10/09 



